Background {#Sec1}
==========

Successful mental health treatment requires active patient participation \[[@CR1]--[@CR3]\], and pretreatment educational group programmes might be a key strategy for achieving this goal. Pretreatment education provides a framework for preparation for therapy that aims to educate patients about the nature of, and rationale for treatment \[[@CR4]\]. The key principles of pretreatment educational programmes are role induction and experiential pretraining \[[@CR5]\]. Role induction involves providing the rationale for therapy and information about the roles of the patients and therapists, whereas experiential pretraining, which is typically conducted in a group setting, demonstrates how the therapy works. Pretreatment education might involve issues such as information about assessments, duration, and possible aims of therapy, as well as expectations, rights, and responsibilities of both the patient and the therapist in psychotherapy \[[@CR4]\]. Previous research investigating pretreatment interventions has focused on clarifying therapy expectations \[[@CR6]--[@CR8]\], improving alliance \[[@CR9], [@CR10]\], mental health knowledge, mental health attitudes and barriers to treatment \[[@CR11]--[@CR13]\], patient awareness concerning the therapeutic process \[[@CR14]\], and increasing knowledge about group psychotherapy \[[@CR15], [@CR16]\].

Research indicates that pretreatment educational interventions delivered before psychotherapy enhance the ability of patients to remain in treatment \[[@CR5], [@CR17]\], increase patient attendance \[[@CR16], [@CR18]\], and help patients develop behavioral skills \[[@CR8], [@CR15], [@CR19], [@CR20]\]. Recent studies suggest that pretreatment educational interventions administrated in co-operation with peers have a positive effect on patients' knowledge about treatment preferences \[[@CR21]\] and might lead to improved patient activation during the first months of treatment \[[@CR22]\]. The possible supplementary effect of such interventions on mental health symptomatology has been questioned, but some studies have shown promising results \[[@CR5], [@CR22]--[@CR24]\]. Although educational interventions might be particularly effective to support patients becoming actively engaged in their treatment, only a few studies have investigated the long-term effects of patient education on adherence or premature treatment discontinuation in mental health treatment. A systematic review by Greene et al. \[[@CR17]\] included 11 studies on interventions to increase retention in mental health services, but only one study by Scott et al. \[[@CR25]\] examined follow-up data after 6 months of treatment. Greene et al. \[[@CR17]\] found, however, that comprehensive interventions targeting patient knowledge, mental health attitudes, and barriers related to treatment, have the potential of retaining patients in treatment until they achieve their treatment goals.

Retaining patients in mental health treatment is considered to be necessary to provide effective treatment. Research shows that a substantial number of outpatients receiving psychotherapy decide to end their treatment before they achieve the desired outcome \[[@CR26]--[@CR29]\]. A lack of improvement and dissatisfaction with therapy are frequently reported to be involved in patients' decisions to leave treatment early \[[@CR30]\]. Premature treatment discontinuation, also referred to as dropping out of therapy, is associated with worsened outcome \[[@CR4], [@CR27], [@CR31]--[@CR33]\], considerable economic costs \[[@CR34], [@CR35]\], and impaired service efficiency \[[@CR36], [@CR37]\].

At a Community Mental Health Center in central Norway, health personnel in cooperation with patient representatives and peer educators developed an educational programme for patients waiting for treatment. The main aim of the educational programme was to provide information to the patients about mental health, mental health treatment, self-management, and addressing the importance of actively engaging in their upcoming treatment. Although it has been demonstrated that this program increases mental health knowledge in the short-term \[[@CR22]\], we do not know its long-term effects on psychopathology and treatment retention. Failure to realize that mental health treatment frequently takes a considerable length of time \[[@CR38]\] might be one reason for patients dropping out of treatment. Thus, making patients aware, at an early stage of the process, that therapy is likely to take time and requires much active involvement, might prevent premature treatment termination \[[@CR39]\].

Here we investigated the effects of the educational programme on mental health symptomatology (primary outcome) after the intervention, 1 month after study inclusion, and during treatment (4 and 12 months after study inclusion). We also investigated the risk of dropping out (secondary outcome) during the study period.

Methods {#Sec2}
=======

Study design and randomization {#Sec3}
------------------------------

This was a randomized clinical controlled trial, where patients were allocated to either the Intervention Group (IG), receiving a pretreatment educational group and treatment as usual, or the Control Group (CG), receiving only the usual treatment. The collection of data began in June 2009 and was completed in August 2013.

Ethics {#Sec4}
------

The study was conducted in accordance with the Helsinki Declaration, and was approved by the Regional Committee for Medical and Health Research Ethics in Central Norway (no. 4.2009.77). Patients did not receive payment for participation. The trial was registered in [ClinicalTrials.gov](http://clinicaltrials.gov) (trial no. NCT00967265).

Participants {#Sec5}
------------

The study was conducted at a Community Mental Health Center (CMHC) at St. Olavs University Hospital, with a catchment area covering urban and rural areas with a population of 90,000. The Community Mental Health Centers constitute the major part of the public mental health care in Norway. These centers have responsibility for the specialized mental health services for the population in their respective catchment areas, providing individual or group outpatient treatments, ambulatory, and residential services. Patients receiving outpatient treatment pay a fee up to a certain amount and are then entitled to an exemption card. Participants in this study were patients who had been referred for outpatient treatment and were waiting for treatment at one of the four CMHC outpatient units at St. Olavs University Hospital. Patients were eligible for inclusion in the trial if they were at least 18-years-old. Additional inclusion criteria were being able to understand the Norwegian language and had given informed consent to participate in the study. Patients were excluded from participation if they had significant language or comprehension difficulties, severe dyslexia or cognitive impairment.

Recruitment and procedure {#Sec6}
-------------------------

Potential participants were identified by the intake team at the clinics, and they were subsequently sent a letter that informed them about the study and invited them to participate. Five days after the invitation was sent, potential participants were called by an employee at the CMHC informing them about the study. Patients accepting the invitation were given an inclusion appointment and evaluation. Participants who met the inclusion criteria and gave written informed consent were asked to complete the baseline questionnaires.

Assignment {#Sec7}
----------

The randomization was done after the baseline data collection, using an Internet-based computer program provided independently by the Research Trial Service Centre at the Norwegian University of Science and Technology. Researchers were not involved in the randomization process. A block randomization procedure without stratification was used, and the researchers were blind to the size of the blocks. Participants were randomized 1:1 to either the educational programme (the IG) or to the CG. The patients were informed of their group allocation immediately after the randomization.

Blinding {#Sec8}
--------

This was an open study, and the patients and the persons administrating the educational interventions were not blinded to group allocation. Several strategies were nevertheless used to achieve masked ratings: the researchers were not involved in the randomization process, and the research assistant (registering treatment sessions and duration from the hospital data registry) and the researcher analyzing the data (JHB) were blinded to group allocation. Information on treatment duration, attendance to treatment sessions, and discontinuation of treatment were obtained from the hospital data registry by a blinded research assistant.

The intervention and the control group {#Sec9}
--------------------------------------

The objective of the intervention was to improve patient participation, patient activation, and self-management in mental health treatment by providing information and knowledge to the patients, with emphasis on the importance of actively engaging in their treatment process and their mental health situation. The intervention was developed in cooperation with the health personnel and peers with experience as user representatives in mental health services. The programme content was based on the literature on engagement interventions, user involvement, and self-management \[[@CR5], [@CR40]--[@CR42]\], as well as the Norwegian health legislation (Specialist Health Services Acts and Patient Rights Acts) and the results from collaborative meetings with health personnel (n = 5) and user representatives (n = 4). Five patient participation elements were incorporated in the intervention: (a) patient knowledge about how the treatment works and their roles as active participants in the treatment process; (b) explicit encouragement of participants to actively contribute in the interventions by asking questions and sharing personal experiences and values; (c) recognition of the patients responsibility to actively take part in the treatment decision-making processes; (d) different possible treatment options - the possibility of changing therapist and self-management options; and (e) time and length of treatment \[[@CR43]\].

The teaching in the educational programme was based on a combination of the shared expertise of health professionals, peer educators, and user representatives, as well as the philosophy of informed decision making, self-determination, shared responsibility, and self-management \[[@CR40]--[@CR42]\]. Before each educational group session, four health professionals and one user representative held a short meeting to review the program and planned practical aspects, such as small-group participation.

The intervention consisted of two 4-h educational group sessions, followed by an individual planning session (lasting 45 min with a clinical therapist within a week after the group sessions) and treatment as usual. The purpose of the individual planning session was to identify the patients' specific problems and their mental health status and to discuss available treatment options. Up to 15 patients could participate in each group session.

The educational methods were lectures and small-group discussions co-facilitated by health professionals and patient representatives, in which the treatment possibilities and the self-management strategies \[[@CR44]\] were discussed. Breaks were scheduled to give participants time to interact. During the breaks, self-help literature and leaflets from patient organizations were displayed. All participants received a folder of leaflets from government agencies about mental health disorders and treatment possibilities.

Before the study implementation and randomization, the user representatives functioning as peer educators received two training sessions concerning patient participation and to enhance their pedagogic skills. The health personnel did not receive any formal pedagogic training in advance.

Participants allocated to the CG received 'treatment as usual', in accordance with a standard treatment at the CMHC (without receiving any education before treatment). The CG also received standard written information about treatment possibilities and patients' rights at the inclusion appointment.

Outcome measurements {#Sec10}
--------------------

The baseline assessments were completed at the CMHC at the time of inclusion (before randomization). The primary outcome was collected at baseline and 1, 4, and 12 months follow-up. The respondents who did not return their questionnaires within a week were contacted by the research assistant, encouraging them to convey their answers. The follow-up questionnaires were mailed again up to two times if the participants still did not answer.

Primary outcome {#Sec11}
---------------

The primary pre-defined outcome was mental health symptomatology measured by the Behaviour and Symptom Identification Scale (BASIS-32) \[[@CR45]\]. The BASIS-32 is a 32-item self-report questionnaire measuring the degree of difficulty patients have experienced regarding major areas of life functioning during the preceding week. The items range from 0 (no difficulty) to 4 (extreme difficulty). These 32 items assess five subscales: relations to self and others (seven items); daily living and role functioning (seven items); depression and anxiety (six items); impulsive and addictive behavior (six items); and psychosis (four items) \[[@CR46]\]. Cronbach's *α* coefficient was 0.91 in this study.

Secondary outcome {#Sec12}
-----------------

The secondary outcome was the risk of patients dropping out of treatment during the study period. Treatment dropout, also referred to as premature treatment discontinuation, is defined as when a patient unilaterally decides to discontinue treatment without the therapist's approval. This implies that the therapist is considering the patient to be in need of further treatment but, nevertheless, the patient fails to attend or does not show up for further treatment sessions. The patients that do not show up to a planned session, but are considered by their therapist to be in need of further treatment, are mailed a reminder letter encouraging them to attend to one or more sessions. If a patient does not respond to this reminder letter or does not attend further sessions, the patient is defined as a dropout in this study. If the patient is considered to have prematurely discontinued the treatment, the time of dropout is defined as the last attended treatment session.

The risk of premature treatment discontinuation was calculated based on the number of participants dropping out and the treatment duration in both the intervention and control conditions. Treatment duration is defined as the time from when the participant was included in the study to the time of treatment discontinuation. If the patient was still in treatment at the end of the study, the treatment duration was considered 12 months. If the patient discontinued the treatment during the first 12 months, the time of the last attended treatment session was registered by the therapist in the hospital data registry.

Sample size {#Sec13}
-----------

The sample size for the long-term effect after 1 year was calculated on the basis of the primary outcome measure BASIS-32. A sample size of 32 participants per group was estimated to be necessary to detect group differences, with a power of 0.8 and a 0.05 alpha. To allow for up to 30% withdrawals after randomization, we aimed for a total of 46 patients in each group.

Data analysis {#Sec14}
-------------

The estimation of the intervention effects was performed according to the intention to treat principle, using available cases. Baseline analyses were done with IBM Corp. SPSS, version 22.0 \[[@CR47]\]. Demographic and clinical characteristics at baseline were analyzed using a two-tailed paired t-test or the chi-square test.

The primary outcome was analyzed with STATA (Stata Corp., College Station, TX), using a multilevel linear regression model with random slopes, that uses all the information available. This model is less susceptible to bias under the assumption of missing at random \[[@CR48], [@CR49]\].

A survival Cox regression model was used to analyze the time (duration) from inclusion in the study to the time of treatment discontinuation. The participants were followed from the start of treatment for 1 year or until dropout of treatment, whichever occurred first. The proportional hazard assumption was assessed on the basis of Schoenfeld residuals (independence between residuals and time), and there was no evidence of non-proportionality. Precision was measured with 95% confidence intervals (CIs).

Results {#Sec15}
=======

Recruitment and study attrition {#Sec16}
-------------------------------

Recruitment and attrition according to the CONSORT guidelines \[[@CR50]\] are presented in Fig. [1](#Fig1){ref-type="fig"}. Letters of invitation were sent to 339 patients of whom 110 (32.4%) were unable to be reached. A total of 127 (37.5%) responded positively to the invitation, of whom 93 agreed to participate in the trial and were randomly assigned to the IG (*n* = 45) or CG (*n* = 48). Two participants who were randomized to the CG withdrew their consent after randomization and were not included in the analyses.Fig. 1Recruitment and attrition according to CONSORT guidelines

Baseline characteristics {#Sec17}
------------------------

The IG and the CG were similar at baseline with respect to all demographic and clinical characteristics (Table [1](#Tab1){ref-type="table"}).Table 1Descriptive demographic characteristics at baseline. Values are mean, standard deviation (SD) or number (%)IG (*n* = 45)CG (*n* = 46)Female, *n* (%)29 (64)35 (76)Ethnicity (Norwegian)43 (95.6%)44 (95.7)Mean age, y (SD)38.36 (13.3)37.09 (12.8)Higher education, *n* (%)11 (24%)9 (19.6%)Living with someone, *n* (%)32 (54.2%)27 (45.8%)Employed, *n* (%)9 (20%)11 (23.9%)Married, *n* (%)27 (60%)18 (40%)Mean BASIS-32^a^ (SD)1.46 (0.7)1.37 (0.5)^a^Patients mental health status was assessed by the BASIS-32. Scores can range from 0 to 4

Feasibility of the intervention {#Sec18}
-------------------------------

The educational intervention was held twice per year. Three user representatives who were peer-educators and eight health professionals (one psychiatrist; two clinical psychologists; one social worker; one physiotherapist; and three psychiatric nurses) co-led the educational sessions. The three peer-educators and six health professionals (two clinical psychologists; one physiotherapist; and three psychiatric nurses) took part in each small-group session.

Thirty-nine of 45 participants (87%) took part in the educational intervention, 33 attended both sessions, and six attended one session. Six participants did not participate due to no-show or illness (Fig. [1](#Fig1){ref-type="fig"}). The individual planning session after the educational engagement session was held within 1 week after the intervention for 38 of 45 participants (84%). No one in the CG received the educational intervention.

Follow-up and attrition {#Sec19}
-----------------------

Follow-up questionnaires were completed at 1 month by 82 (88.2%) participants (IG, *n* = 42; CG, *n* = 40), by 75 (80.6%) participants (IG, *n* = 39; CG, *n* = 36) at 4 months, and by 64 (68.8%) participants (IG, *n* = 34; CG, *n* = 30) 12 months after baseline (Fig. [1](#Fig1){ref-type="fig"}). Response during follow-up was assessed with a random intercept logistic regression model. We found lower response during follow-up for the CG compared to the IG (odds ratio 0.56, 95% CI = 0.30--1.06).

Primary outcome: Mental health symptomatology {#Sec20}
---------------------------------------------

As expected, at baseline there were no substantial group differences regarding mental health symptomatology (Fig. [2](#Fig2){ref-type="fig"}). At 1-month follow-up, the IG had an immediate reduction in symptom pressure with a − 0.16 scale points reduction (95% CI = − 0.29 to − 0.03). The CG increased their symptom pressure by 0.11 scale points at 1-month follow-up (95% CI = − 0.02--0.24). The net difference in BASIS score between 0- to 1-month follow-up was − 0.27 (95% CI = − 0.45 to − 0.09) in favor of the IG. Estimations are based on the results from a linear mixed model.Fig. 2The estimated level of BASIS-32 at baseline (0), 1 month, 4 months, and 12 months follow-up. 95% confidence intervals (vertical lines)

Although both groups showed a continuous decline in mental health symptomatology from 1 month and throughout the 4 and 12 months follow-up assessments, the group difference that occurred at 1 month persisted throughout the study. The net difference in BASIS score between 0 to 4 months and 0 to 12 months follow-up was − 0.27 (95% CI = − 0.50, − 0.05) and − 0.23 (95% CI = − 0.52 to − 0.06) respectively, in favour of the IG.

The IG showed a change in mental health symptomatology of − 0.35 (95% CI = − 0.52 to − 0.18) from 1 to 12 months follow-up, while the equivalent change within the CG was − 0.39 (95% CI = − 0.57 to − 0.21).

Secondary outcome: Treatment dropout {#Sec21}
------------------------------------

During the 12 months follow-up study period after baseline, a total of 14 (15.4%) participants prematurely terminated treatment, 3 of 45 respondents dropped out in the IG, and 11 of 46 dropped out in the CG. All of the respondents showed up to at least one treatment session before they either completed or dropped out of treatment. A Cox's regression model showed that the dropout risk was 74% lower in the IG compared with the CG (hazard ratio 0.26, 95% CI = 0.07--0.93). The difference in treatment dropout rate between the IG and the CG during the 12 months study period is illustrated in Fig. [3](#Fig3){ref-type="fig"}, as a Kaplan-Meier survival curve.Fig. 3Kaplan-Meier survival curve showing the dropout rates for the IG and the CG

Discussion {#Sec22}
==========

The main finding of this randomized controlled trial was that, based on mental health symptomatology, providing an educational group programme before outpatient mental health treatment shows an immediate and long-lasting supplementary effect to the mental health treatment. The group difference in symptom reduction occurred after the intervention (and before treatment initiation). Moreover, this initial reduced symptomatology effect lasted throughout the 12 months of treatment. Contrarily, the CG reported a small deterioration in general psychopathology from baseline to treatment initiation, and the equivalent improvement in this group (compared to the IG) did not take place until after 3 months of treatment (at 4 months follow-up). Another finding with respect to the secondary outcome was that patients who did not participate in the pretreatment educational group programme experienced a 74% higher risk of prematurely discontinuing their following treatment compared to those participating in the programme before treatment. This noteworthy finding suggests that educational interventions provided before mental health treatment have an immediate and supplementary effect, in addition to the following treatment, on mental health symptomatology, and might be of considerable importance for providing a more long-lasting preventive effect on treatment dropout. Our findings also suggest that brief pretreatment educational interventions targeting mental health knowledge, providing information about mental health treatment, and addressing the importance of user involvement, might increase treatment retention and help patients remain in treatment.

The difference between the IG and CG regarding the reduction in mental health symptomatology are in contrast with a study of Lara-Cabrera et al. \[[@CR22]\], who found that a similar intervention, only shorter in time, was not associated with symptom reduction. This difference might be a result of the dose of the intervention or the higher statistical power in this study. There was a non-significant difference in the study of Lara et al. favoring the experimental group who received the educational intervention. Our findings extend the findings of Green et al. \[[@CR24]\], who also found significant reductions in mental health symptoms and improved functioning due to a similar intervention. All studies, including our study, used the group format with both professional mental health personnel, trained peer educators, and patient representatives to promote engagement.

The reduced risk of prematurely discontinuing treatment among patients receiving the treatment preparation intervention is in accordance with previous research. In their systematic review, Greene et al. \[[@CR17]\] found that comprehensive interventions targeting patient knowledge, mental health attitudes, and barriers related to treatment, such as the intervention in this study, show promising results for retaining patients in mental health services. Helping patients to remain in mental health treatment also increases the possibility that they are improving and achieving their treatment goals. The effect sizes in the studies of such interventions vary to a great deal \[[@CR17]\], but the presence of even small differences might be of clinical importance \[[@CR51]\].

However, previous research findings are mainly based on follow-up data no longer than 6 months of treatment. The results of our study show an important consistent and persistent pattern, suggesting that these findings are of a persisting supplementary value to ordinary mental health treatment, thus giving the patients a better chance of achieving positive results from treatment. However, without having assessed the cost-effectiveness of the intervention, it is not controversial to assume that this kind of interventions is rather inexpensive and easy to administrate. Nevertheless, we believe that the use of health professionals, peer educators, and patient representatives to provide a pretreatment educational program is an innovative model that facilitates user involvement in mental health services.

Strengths and limitations {#Sec23}
-------------------------

The use of a randomized controlled trial (RCT) design with wide inclusion criteria in a standard clinical setting at a CMHC make these effectiveness findings highly relevant for good clinical practice in mental health treatment programmes. Adding brief educational groups to standard treatment regimens might easily fit into the everyday running of a CMHC. Moreover, the educational programme requires a limited use of hospital resources and takes little extra time. Such initiatives are also in accordance with recommendations aiming to improve attendance in mental health services \[[@CR35]\]. The use of patient representatives and peer educators as co-leaders of the educational programme, as done in this study, implies an emphasis on experiential knowledge that is complementary to that of healthcare professionals. As previous research has stated, there is little empirical evidence of change resulting from service user involvement \[[@CR52]--[@CR54]\]. Thus, this study exemplifies a potential organizational structuring, where service user involvement is integrated into mental health care, in a way that seems to add an important supplement to traditional mental health treatment.

A strength of this study was the inclusion criteria, which were wide and general and did not exclude important patient groups, but some caution should be applied regarding the generalizability of the study. A relatively high number of patients who were asked to participate did not respond and were, therefore, excluded from the study. One-third of the patients invited could not be reached, they did not respond to either letters or phone calls. One-third of the patients declined participation. We do not know the reasons why so many eligible patients decided not to participate in the study, but the group format of the intervention, confidentiality uncertainty, or the possible stigma related to being a psychiatric patient may have been reasons for this. One further reason may be that the educational intervention was held during the day and, for many patients, work hours, making it difficult to participate. As treatment fees are rather limited for attending outpatient treatment in Norway, we do not believe that economical cost would account for the high number of patients deciding not to participate in the study. Nevertheless, the participation rate is comparable to other RCTs also performed in a natural setting such as routine mental health care and drug addiction services.

Other study limitations must also be considered. This work was based on a small sample, calculated on the basis of the power required to demonstrate differences in the effect measure (BASIS-32). It would, however, have been preferable to also have powered the study on the dropout measure. The questions regarding the clinical significance of the reductions in overall mental health symptomatology, the wide confidence intervals, and the considerable number of eligible patients who declined to participate in the study, encourage caution with respect to the generalization of the findings. Because this study was conducted at outpatient clinics at a Community Mental Health Centre, the results might not be representative of other mental health settings. Another limitation of this study is that neither patients nor therapists were blind to allocated groups.

Future studies must carefully consider the methodological challenges and limitations outlined here. An important contribution of future research would be to power trials to make it possible to examine predictors of positive outcomes, such as diagnosis, demographic factors, treatment factors etc. Further studies involving a higher number of participants will also contribute to minimizing possible bias caused by variations in therapist qualifications, experience, and degree of evidence-based treatment provided.

There is some evidence showing that intervention strategies targeting knowledge, attitudes, and barriers to mental health treatment are significantly associated with reduced dropout \[[@CR17]\]. Such interventions have typically been added to the standard treatment and have differed considerably with respect to modes of delivery (e.g., phone, group, individual), duration, and frequency. To optimize the effects of such interventions on psychopathology and retention, we believe that future studies should focus on developing strategies to integrate such interventions into standard clinical pathways and to assess the cost-effectiveness of such educational interventions.

Conclusions {#Sec24}
-----------

This study represents an important first step in the evaluation of educational group intervention co-delivered by peer educators, indicating that providing a brief and comprehensive educational group program for outpatients might result in an initial reduction in psychopathology. The pretreatment educational intervention has a valuable supplementary treatment effect on mental health and likely also leads to an important reduced risk of dropping out of treatment. As such, this finding suggests that the participation in pretreatment educational groups encourages patients to remain in treatment and also helps to ensure that they experience improvement from attending treatment sessions as planned. These findings are particularly relevant for outpatient treatment where patients need support to become actively involved in their treatment. We believe that the use of health professionals, peer educators, and patient representatives in the intervention is likely to have a positive effect on how the participants experience the educational program.

To summarize, the findings from our study provide initial support for the clinical value of pretreatment interventions. To draw more certain conclusions on the effects of pretreatment programmes on dropout, future randomized controlled studies should include active control groups and be powered to assess this outcome. Research on the relative effectiveness of how to provide educational programmes could help determine the most cost-effective allocation of resources. Efforts to strengthen the evidence of pretreatment educational group interventions require robust studies, allowing the identification of the mechanisms of change in this intervention as well as cost-benefit studies.
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